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Abstract; Narsoplimab was first approved by the U. S. Food and Drug
Administration ( FDA) on December 24,2025, for the management of
thrombotic ~ microangiopathy ~ following  hematopoietic ~ stem  cell
transplantation (TA — TMA ) in children aged 2 years and older and
adults. As a serious complication of hematopoietic stem cell
transplantation ( HSCT) , TA — TMA is characterized by high mortality.
TA — TMA is associated with endothelial injury and can activate the
complement agglutinin pathway, where mannose — binding agglutinin —
related serine protease —2 ( MASP —2) is a key enzyme. Narsoplimab is
a humanized monoclonal antibody that specifically binds to and inhibits
MASP -2, thereby reducing complement activation in damaged tissues
without compromising the beneficial role of complement in anti —
infection. Multiple real — world studies have demonstrated a high
response rate. This article provides an overview of the mechanism of
action, pharmacodynamics, pharmacokinetics, clinical studies, and
safety profile of Narsoplimab.

Key words : narsoplimab ; hematopoietic stem cell transplant — associated

thrombotic microangiopathy; mannan — binding lectin — associated serine

protease 2



Chin J Clin Pharmacol

549

Vol. 42 No. 4 February 2026 ( Serial No. 450)

FEARAH 2 1 A4 P4 Al 45 975 ( transplant — associated
thrombotic microangiopathy, TA — TMA ) 2 3 If. T 41 jig
#41 (hematopoietic stem cell transplantation, HSCT) [
rhe L L ) I RO, B U 22, AE TR . B
R 2 B DA BRI A s M T L T ot N R 9 2D B
LR B0 2ohe 1Y) S5 28K 2l PR 2R B A 2 A B 4
MR 22 U1, T 35 003 AN AMA 2R 48l 57 9 s
FI i B K 122 2R BT ( Eculizumab ) 8 358 B 536 77
TA - TMA {HX}THEVAR T TA - TMA DL KO 2 2R B
PUIC N5 58 TS M 22, U 4l B S8 T R R B
80% ' 2025 4F 12 1 24 H RS HAR O i A% P A
I 1 UORAE 9 25 %) Narsoplimab , 35 F 32 %/ 2 LA B L
HANBN A TERB G AMAA AU 6 97 o
ST B AN IR IR T A B, AR
FEXF Narsoplimab BAE AL L 258057 FRAE 25488 )
SRR G R BT 3 i 2 4 R 5 BUIR S5 48— 0 A
504,

1 {ERMLH

TA - TMA %) % A & e e s B A= BRAIL ] 5 HSCT
FH 8 PN B A58 0 00 AR R e A B SR S, AMAR
HOE s iR e B UR R U RBEE R BT,
BHIGIK SRR = FrRHAESS
TA — TMAR) & HL ], 3 AR I7 7 S48 it 17 2 3%
B BEE R B i H R WSS 5 B K (mannitol —
binding lectin, MBL) 555 5] J5 (4 8% 288 25 449 807 , ok
T H B M4 & BE 4R R K 2 J R & 1
(mannan — binding lectin — associated serine protease,
MASP) — 172, v MASP -2 Jy 5C 8ROV Bl , 38075
MASP -2 ] Z4f# C4 F1 C2, L i C3 B44L [ C4b2b, X
—id A B — R IV RN, e A C3 A1 CS,
A AR C3a Ml C5a, YU C3b, FHIE UG &
) €5b -9 Narsoplimab I [ AL B A SCPE Hh 43
B HT AR BB, o R o HEROR i, e A
R RN RERKE H 1664 [FA A, Narsoplimab
FRE S (9 25 6 A 2 IR AR 1) O AN T MASP -2,
REL b 58 2 2R AR M AMA B0 €3 1 G4 38T , [ I
A 2 SRR A ORI 58 B T BE , AN IR AMATE ST
I 2R
2 HEF

Narsoplimab [ 25880 R AETE S W) A8 vh 75 31] 1
KrilE . WFFE B, Narsoplimab 5 A MASP -2 f i J5{
TR 16 I X1 B A SRR ) (KD 43 5 ok
0.062 nM A1 0. 089 nM) , HAHX 4 VA G ) 22 281K
T FI B AMA 43 1r .20 43 ( complement component 11

subcomponent, Clr) ,Cls MASP -1 F1 MASP -3 [/
FPEHRT 5 000 £ . 78 90% I35 o oE 47 2 Ak
5, Narsoplimab DA & 24 (1C5, = 3. 4nM) 1 ] T
N LY ) 5 4R 2 0 B, T 7E 1 B AR L 3 P Y
B WK 29 10 45 (1C5, =33nM) o X £ 88 Ak 5K
H kA 0.5 mg + kg "5 1.5 mg - kg7 5, B A
R 2R S TG A2 20 ) A ) 60 % A1 90 %, I A
B £ T 2 W 08 55 o %F B R e B U K T G
5 mg - kg5, E AR 2K OW BT LT Bl o8 e
ZAMHIE I Fr e ok 18], Bl S 22 08 . IR
#5 B Narsoplimab Xif 45 4 22 8 i 14 % 1 410 46 A J5E A0
2 mf [a) B 45 25 ) R OAR MG ME B . T
Narsoplimab7E A 2 rpv iy 3-8 8 Mk 14 Zh BE RN , Tt
N FTELR 10 15 19 25 W1k B I 245 9500 2 1 S5 31
AFUNE PR 25 380 S s, SR 2 7E N ARIB 7 vh 4 T
— WKW % . [nlBt, Narsoplimab L%y 1 nM /Y
2 e BE S0 TN I O BE AR R R AR
CSb =9 ¥ , 1 =i 3k S00nM [k i Xof 28 ML % 42 5
B CSh -9 WMimy amegm’, B
Narsoplimab [ 24 5§ 2% 5§ AE 75 AR I K 328 56 o Hh 45
BT R G K 4 mg - kg HRIKG
2, O R R R A 45 25 30 1) AT ) 80 % R BE AR R
I, B 2 R

3 BRzHAHRE"

Narsoplimab 2B f1 B E B R R 2 i
FR 3 BE AT 58 Uk, X T B FR KO S 2
4 mg - kg™ 19 7 &E, Narsoplimab 1) 251X 3 )y 2%
( pharmacokinetics , PK) S AR LU 5C 5 o B A ik
HE 4 mg - kg IFIOERLIEIEDY 1.02 2 175544
(55 36 KiE) JUA P40 C,,, 8 36.9 pg - mL™",
AUC,_ 72 314 pg - b - mL™" s FEBTI =KED 15
Reg2hfa , kPR, # k4 25 )5, Narsoplimab [ Ifil
JVEUR P 20 1 BUAE B U TR A ol . 258 J1 e 2
gt B DL E [ 28 5 £ 30 (coefficient of variation,
CV ] 2R, Narsoplimab 7 £ 4 i S 8 /K P il A8 A1 ]
BRH 345, CV% H 10.9 L(65% ), Narsoplimab A i
T bR R AR ZE B E  CV 9% 0. 12 L+ b
(68% ) , fB# &R BRF =W AY CV% 79 209 h
(73% ) . Narsoplimab 73 fiff A 4§ & 42 A 36 A /) Jik 1
REER . EES I PK ) i 25 PR &, Fie sk il
W3 e R S 22 57
4 lERTEMR

S NN NP/ @ TN 3P .3 A v
(NCT02222545) , iZiR St A4EWS =18 5 HiZ Wil



550

v T R 25 PR gk R

A2 M4 2026 4F2 3 (A 450 1))

FRELfE TA - TMA 1835 28 ], rh (i 4FE I 48 % (3L
Fl:22 % ~68 %) ,17% AN, B 71% . 24 1]
HBAE RIS 4 mg - kg™ Narsoplimab, 4 ] 3%
g S w5 K B 370 mg, 28 i) B 17 5 Kk AR
TA - TMAFEFREE, N 23k 61% (95% CL,41% ~
79% ) ,20 B (74% ) ) B3 i BLE B PRk . 17 fl
N H A 15 I FE Narsoplimab 3557 1 [|] 5 45 245 /5
14 d N BLGE i, 3 2 19 KE 38 A7 A I /DN A 40 o] i
AR, X SEE AR GE 5 B R B 2o DA HSCT 2 TA -
TMA iz 7] 73,5 d(FEH 21 ~436 d) , A
TA - TMA B2 35 IR 45T 44 2 A BT ) Hh A7 B 1] Sy
13.5 (i :4 ~196 d), TA - TMA 25 M B ER
100 d 4= 47 2%k 68% (95% CL.48% ~ 84% ), H %
Az B AR ] (median survival time, MOS) Sk 274 d
(AWNZSHE) W 17 Bl E T 100 RAFREN
94% (95% CL:71% ~100% ) . 1 K425 )5 ik ) 1L
PO AL ] 36 K (Ju .7 ~228 d) . XFAF
1% <65 %l =65 % 1 8 H Z R4 5 58% F
75% 5 £ A ¥ M8 ¥ i 15 F % (graft — versus — host
disease ,GVHD ) ™ &R YL . Z4E TMA 52 R 1) 2% it
A5k 63% 63% 1 64% ;"5 e HThRE . H I iE
I RERERS I MR R I35 57% 40% (100%

Ji— W5 ok A 46 J M3k B B (expanded
access program, EAP) (NCT04247906) , 7% EAP BF5%
Hi45: 3% Narsoplimab {597 /) 136 5 835, Horp A 86
B, JLEE 50 fi], iXJEi2 4K 1E44 A Narsoplimab 577
TA - TMA 1) JL 2 F RN B8 38 TP REAS B S5 R I B9
WA FRHN B E W 2 H: — R AH (F )%
ZNERBHRIT) , LA (AR R b
W2t —ME 2 TA - TMA B[ 2593697 ) o 4%
3% Narsoplimab 647 1Y = fa 8 L 1 4E BUAEAE RN
61.7% (95% C1:44.3% ~79.0% ), 3% Narsoplima
—ZIBIT B IL (n =12,32.4% ) 1 42 G A (5461
o 75.0% (95% C1.45.0% ~ 100% ) , $:5% Narsoplima
TR EWRIFIE L (n =25,67.6% ) 1 4F S AT
ok 56.2% (95% C1:35.5% ~76.8% ), TEATA NAF
XS TA — TMA SIER R (n =65) h, —4F
AR 52.3% (95% C1:39.2% ~65.5% ) , i 4%
%% Narsoplima —Z8 G971 % (n =49,75.4% ) A 17
4 58.0% (95% Cl1.43.2% —72.7% ) , 1% Narso-
plima "2 N DL FIRIT IR (n =16,24. 6% ) A7
1 40.5% (95% C1:15. 1% ~65.9% )",

P BE5E (no= 28) il EAP fF 5% b 4% %
Narsoplimab{E ) — G IF M E (n =77) 5

KSCTG JEME (WAL S H A 17 AU, 45 T #E
K R B Be i) HCT 52 35 54 ) /B 47 8K
B, BRI 5 R 3 G XU LA 0. 25, EAP fifF 58 XU HE
9 0. 38 PR SE 5 EAP & 0 835 B 1 XUR: B R
0. 28 (4P <0.0001) o I SR BT 153 18 JRUBS: Eb
W], 2 Narsoplimab 87 [ 18 % FET- R MK 3 % 4
% EAS EE (P <0.0001) . KSCTG 415 HoAl Wi 4l
B 1 A A A7 550 0 ks &k GVHD 41 16.2%  ws.
54.5% (P <0.0001) .5 B Y)figfafit 4l (5 I 5 W i
R Mg R ST e BEAT) 11.0% s, 45.9%
(P<0.0001 ), 4 5 J& 4 41 16.6% vs. 35.2%
(P=0.0014) , Z45 LW EF K5 EAP £ I
SRE B ALY P A R A 3 i T KSCTG %t
MR

— 5[4 FH 25 BT 4 A 20 9 EB 3, N 13 431
JLRFT i, 20 B3 R 19 B (95% ) B2 Wik & fe
TA -TMA, BEEZW A RIE R 11 5] (FEF 4 7
-3450) . 3 BlEEAE S FF BRI, 13 Bl 1%
Z it 8 FNEYT, I 10 Fil B E AP AEE N 6 5 ik
BTN A (U 2 7 -26 7)) o 2 BITCHN 2 B 5
FIAE 4 FIAS F)J5 RBET- LRI . MR R iR
R 62% (8 /13 ), JLE B E RN T1%
(56177 ) o AN A#H B ISR E TMA $545
st
5 REMIEH

NCT02222545 i} 58 3 [A] 5 e &5 19 A R =14
VW& 0N RN NN R b v N R s |
TRANIME o e AR IR KSR g &
RN T1% , o 61% 1 g H B 2 el o = %
B S, EA R F R (36% ) , %
RGP (18% ) LA S WP W 28 55 | g Jies R 9\ B %
(18% ), WFoEWI Lk 4 6 BISET: 1 fil R FHIET
FREEPER 5T, 2 i) B 35 43 50 B8 1 20 e 1k 2 PR E R
I3 A P 4 B ek D P B R RE , S5 A 1 ] R AT
F GVHD fil TA - TMA, B0 53 199 /6] 56 1= () 58 &
A, TCHE IR BB BT o ¥ R 3 O
H (EAP) LK 55 — T[R9 FH 25 F 522 v 2 0K
BUBT I R B 35 L e AE 5.

NCT02682407 “;j—Iii{F Narsoplima J5J7 IgAN i
TR 2 B2 teiln R iz RS A R
ERUSpSERY g i S E RS BULY S e 231 I
S S 25 R34, BRSO 5 3] v 52 R 1A
o HA AN BG4 . Narsoplima 7EIZAF5%
TP T R0 Ve R 32



Chin J Clin Pharmacol

551

Vol. 42 No. 4 February 2026 ( Serial No. 450)

6 Tt

Narsoplimab 2 5 > 3R 4tk i) AMA R G BE4E R
ARV i MASP -2 (4 55, O TA - TMA (19
IRITAER T RBE A R o % 2l R S 1k A A
T MASP -2 [iff , Ve e R4 ) B 4R 20 B% , ol FE K2
PG A A | () I AN IR A AR TE AT SR o Y
A wi AE TR 52 1k A2 4 P R B 2 A A
¥ Narsoplimab i 45 24 J5 58 O B A 1 UK kA T
28l SRR R R K R AR g, B
AR g Ml — 14 50 B R R DM IS R 45 I PR 45 24 0 56
BT AR AE R E

Narsoplimab % 4R &5 3 #M A 25 W1 F %2 I CS
P ACHEA S MASP -2 BEEE R B IHART™ , R AR AMAE R
GeAT AR L B B M S 2 U R T
B o RAAT T IF B R R A 1 2 rho B L
Xt BRI, b — 25 B Uk H AR AN ) R 7 ORI
W2z etk [ R HL 5 LAt O o 4 o R L P BE 2
IR A6 T J5 %, 8 TA = TMA {9 ARAL IR )T 1R
P 2K

S

[1] CHOETTLER M L, GAVRIILAKI E, CARRERAS E, et al.
Consensus statement defining response criteria for hematopoietic cell
transplantation associated thrombotic microangiopathy (TA - TMA)
directed therapy [ J]. Transplant Cell Ther, 2025, 31 (9):
610—623.

[ 2] JODELE S. Targeting the lectin pathway in TA = TMA [J]. Blood
Adv, 2026, 10(1) :181—182.

[ 3] YOUNG S, VARADARAJAN 1. Use of narsoplimab for eculizumab
— refractory adult transplant — associated thrombotic microangiopathy
(TA-TMA) [J]. Ann Hematol, 2026 ,105(1) :28.

[ 4] DOBOJ, KOCSIS A, GAL P. Be on target: Strategies of targeting
alternative and lectin pathway components in complement — mediated
diseases [ J/OL]. Front Immunol, 2018, 9:1851. 2018 —12 - 08
[2026 - 02 - 12 ].
30135690/ .

[ 5] SCHWAEBLE W J, LYNCH N J, CLARK J E, et al. Targeting of

https://pubmed. ncbi. nlm. nih. gov/

mannan — binding lectin — associated serine protease — 2 confers

protection from myocardial and gastrointestinal ischemia/reperfusion

(6]

[10]

(1]

[12]

[13]

[14]

injury [ J]. Proc Natl Acad Sci U S A, 2011, 108 (18 ):
7523—7528.
FREEMAN J, CUMMINGS J, CHUIDIAN M, et al. Development
of pharmacodynamic assays to assess ex vivo MASP — 2 inhibition
and their use to characterize the pharmacodynamics of narsoplimab
(OMS721) in humans and monkeys [ J/OL]. Blood, 2020, 136:
26—27. 2023 - 11 —08[2026 —02 - 12]. https://pubmed. nchi.
nlm. nih. gov/38022610/.
DUDLER T, YASEEN S, CUMMINGS W J. Development and
characterization of narsoplimab, a selective MASP —2 inhibitor, for
the treatment of lectin — pathway — mediated disorders [ J/OL]J.
Front Immunol , 2023, 14.:1297352. 2023 — 11 —08 [2026 - 02 - 12].
https : //pubmed. ncbi. nlm. nih. gov/38022610/.
FOOD AND DRUG ADMINISTRATION. Narsopliman - wuug
(YARTEMLEA) official prescribing information[ EB/OL]. 2025 -
12 =23 [2026 — 02 - 12]. https://pi. omeros. com/us/yartemlea
— uspl. pdf.
KHALED S K, CLAES K, GOH Y T, et al. Narsoplimab, a
mannan — binding lectin — associated serine protease — 2 inhibitor,
for the treatment of adult hematopoietic stem — cell transplantation —
associated thrombotic microangiopathy [ J]. J Clin Oncol, 2022, 40
(22) :2447—2457.
SCHOETTLER M L, PUSARLA SK, NANGIA N, e al.
Narsoplimab results in excellent survival in adults and children with
hematopoietic cell transplant associated thrombotic microangiopathy
(TA-TMA) [J]. Am J Hematol, 2025, 100(11) :2040—2051.
MATSUI H, ARAI' Y, KANDA J, et al. Survival in adults with
high — risk TA = TMA: A comparative analysis of narsoplimab vs
supportive care [ J]. Blood Adv, 2026, 10(1) ;111—120.
CASTELLI M, MICO M C, GRASSI A, et al. Safety and efficacy of
narsoplimab in pediatric and adult patients with transplant —
associated thrombotic microangiopathy: A real — world experience
[J]. Bone Marrow Transplant, 2024, 59(8) :1161—1168.
LAFAYETTE R A, ROVIN B H, REICH H N, et al. Safety,
tolerability and efficacy of narsoplimab, a novel MASP —2 Inhibitor
for the treatment of IgA nephropathy [ J]. Kidney Int Rep, 2020, 5
(11) :2032—2041.
ELHADAD S, CHAPIN J, COPERTINO D, et al. MASP2 levels
are elevated in thrombotic microangiopathies; Association with
microvascular endothelial cell injury and suppression by anti —
MASP?2 antibody narsoplimab [ J]. Clin Exp Immunol, 2021, 203
(1) :96—104.

(AX4wiE:EEE WimEE 2026 -02 -12)



